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STORAGE OF GAMETES AND EMBRYOS - SECTION 14(5) OF THE HUMAN 
FERTILISATION AND EMBRYOLOGY ACT 1990 



Inaoduction 

These regulations allow for special circumstances where gametes and embryos may be stored 
for longer than the statutory period, which is 10 years in respect of gametes and 5 years in 
respect of embryos. Groups of patients (such as cancer patients about to undergo 
chemotherapy) have been identified, where a storage period in excess of the statutory period 
would be desirable. At present, a young man of 17 advised to undergo a treatment procedure 
which could render him infertile may wish to store sperm, but he may not wish to start a 
family until just before the maximum storage period for his sperm comes to an end. 

The purposes for which regulations may be made are set out in section 14 of the Human 
Fertilisation and Embryology Act 1990 and read as follows: 



"(5) Regulations may provide that subsection (3) or (4) above shall have 
effect as if for ten years or, as the case may be, five years there were 
substituted- 

(a) such shorter period, or 

(b) in such circumstances as may be specified in the regulations, such 
longer period, 

as may be specified in the regulations." 

This document takes the form of a first draft of the regulations. 
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Draft 3: 29 April 1991 



STATUTORY INSTRUMENTS 



1991 No. 

HUMAN FERTILISATION AND EMBRYOLOGY 

The Human Fertilisation and Embryology 
(Statutory Storage Period) Regulations 1991 

Made - - - 1991 

Laid before Parliament - - - - 1991 

Coming into force fist August! 1991 



The Secretary of State, in exercise of the powers conferred by 
sections 14(5) and 45 of the Human Fertilisation and Embry- 
ology Act 1990(a), and of all other powers enabling him in 
that behalf, hereby makes the following Regulations : - 

Citation and commencement 

1. These Regulations may be cited as the Human 
Fertilisation and Embryology (Statutory Storage Period) 
Regulations 1991 and shall come into force on [1st August] 
1991. 

Extension of statutory storage period for gametes 

2 • — ( 1 ) In the circumstances specified in paragraph (2), 
section 14(3) of the Human Fertilisation and Embryology Act 
1990 (statutory storage period in respect of gametes) shall 
have effect in respect of any gametes as if for ten years 
there were substituted the appropriate period specified in the 
Schedule to these Regulations. 

(2) The circumstances referred to in paragraph (1) are- 

(a) that the gametes were provided by a person aged 

under 45 in contemplation of treatment which in 
the opinion of a registered medical prac- 
titioner might make that person infertile, 

(b) that the opinion of the registered medical 

practitioner was given or confirmed in writing 
before the gametes were provided, 



(a) 1990 c. 37. 
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(c) that the person who provided the gametes did 

undergo that treatment after providing them, 

(d) that the registered medical practitioner who 

carried out the treatment has confirmed in 
writing that it was carried out, and 

(e) that the person who provided the gametes does 

not consent, and never has consented, to their 
being used for the purposes of providing treat- 
ment services to persons other than that person 
or that person and another together. 



1991 



One of Her Majesty's 
Principal Secretaries of State 
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SCHEDULE 



Regulation 2(1) 

The appropriate period mentioned in Regulation 2(1) in respect 
of any gametes is the period of years specified in the second 
column of this Schedule corresponding to the age, specified in 
the first column of this Schedule, of the person who provided 
the gametes on the date on which they were provided. 



Column 1 

Aae of person providing 
gametes on date when they 
were provided ; * 

16 or under 

17 

18 

19 

20 
21 
22 

23 

24 

25 

26 

27 

28 

29 

30 

31 

32 

33 

34 

35 

36 



Column 2 

Appropriate period (in 
years ) : 

39 

38 

37 

36 

35 

34 

33 

32 

31 

30 

29 

28 

27 

26 

25 

24 

23 

22 

21 

20 

19 
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37 



18 



38 


17 


39 


16 


40 


15 


41 


14 


42 


13 


43 


12 


44 


11 
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EXPLANATORY NOTE 

i_Thig_a ote is not part of the Regulations) 



These Regulations provide that where a person aged under 
45 is to undergo medical treatment which may make him or her 
infertile, and provides gametes before doing so, those gametes 
may (in certain circumstances laid down in Regulation 2(2)) be 
stored for a period longer than the period of 10 years for 
which gametes may ordinarily be stored. Gametes stored for an 
extended period in accordance with these Regulations may not 
be used for providing treatment services except to the person 
who provided them, or that person and another together. 

The usual 10-year maximum storage period is laid down by 
section 14(3) of the Human Fertilisation and Embryology Act 
1990. The extended period is specified in the Schedule to the 
Regulations and depends upon how old the person was when the 
gametes were provided. 
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EXEMPTION FROM LICENSING - SECTION 43 OF THE HUMAN FERTILISATION 
AND EMBRYOLOGY ACT 



Intmdu c t to n 



These regulations provide for exemptions to the statutory requirement that all centres where 
gametes or embryos are stored should be licensed by the Human Fertilisation and 
Embryology Authority. The exemptions can be made only in specified circumstances. The 
regulations are designed to preclude the need for unnecessary licensing procedure, and 
prevent unnecessary bureaucracy or administrative expense on the part of the HFEA and 
centres, where activities carried out are unconnected with those regulated by the Act and 
were not intended to be regulated by the Act. 

The purposes for which regulations may be made are set out in section 43 of the Human 
Fertilisation and Embryology Act and read as follows: 



" ( 1) Regulations may provide - 

(a) for the keeping and examination of gametes and embryos, in such manner and 
on such conditions (if any) as may be specified in regulations, in connection 
with the investigation of, or proceedings for, an offence (wherever 
committed) , or 

(b) for the storage of gametes, in such manner and on such conditions (if any) 
as may be specified in regulations, where they are to be used only for such 
purposes, other then treatment services, as may be specified in regulations. 

(2) Nothing in this Act makes unlawful the keeping or examination of any 
gametes or embryos in pursuance of regulations made by virtue of this section. 

(3) in this section " examination M includes use for the purposes of any test . M 



There are two separate exemptions in section 43 of the Act. Section 43(l)(a) provides for 
keeping and examination of gametes and embryos in connection with the investigation of, or 
proceedings for, an offence. The most likely circumstances would be the need to keep 
gametes and embryos in connection with the investigation of offences committed under the 
Act. 

Section 43(l)(b) provides for the storage of gametes only for activities which are not 
intended to be covered by the Act. An example would be gamete storage by a university 
carrying out studies of cell structure. 

These regulations are subject to debate and affirmative resolution of both Houses of 
Parliament. 
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Proposal! 



L Section 43(l)(a) - An exemption to the licensing requirement will be permitted in the 
following circumstances, and subject to the following conditions: 

1.1 Gametes or embryos removed by the HFEA under sections 39 or 40 in 
connection with investigation of offences under the Act will be impounded on the 
licensed premises or transferred to a place where they can be properly kept according 
to HFEA guidelines, and examined by an embryologist. (This will be a licensed 
centre as there are very few other places which would have the appropriate facilities 
and expert staff). 

1.2 Live gametes and embryos which are not to be used in evidence may be returned 
to the place from which they were taken or to another licensed centre with permission 
from the HFEA. 

1.3 If gametes or embryos which have been impounded or removed by the HFEA are 
to form part of the evidence in a prosecution case they may be made available to the 
defence representative or the courts at the place they are being kept. Any physical 
intervention on an embryo or gamete must be approved by the HFEA. 

1.4 Live gametes or embryos which do form part of the evidence for a prosecution 
may also be returned to the place from which they were taken or to another licensed 
centre with permission from the HFEA. 

1.5 Gametes or embryos which are kept and examined in connection with the 
investigation of, or proceeding for offences under the Act, may be so kept on the 
premises for as long as they are required to be kept for these purposes. 

2. Section 43(1) (b) - an exemption to the licensing requirement will be permitted for the 
storage of gametes in the following circumstances, and subject to the following 
conditions: 

2. 1 There will be an exemption to the licensing requirement where gametes are stored 
for one or more of the following purposes: 

i. research on gametes; 

ii. development and testing of pharmaceutical products; 

iii. cell structure, physiological and biochemical teaching. 

2.2 Gametes stored under this exemption must not be used for any of the following: 

i. treatment services; 

ii. activities which involve the mixing of egg(s) and sperm; 

iii. activities which involve the mixing of live human gametes with the live gametes 
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of any animal. 



2.3 Imported gametes may be kept without a licence provided they are stored only for 
the purposes in paragraph 2.1. Gametes stored under these exemptions may not be 
exported. 

2.4 Gametes stored under this exemption must be kept separately from any stored 
under licence. 

2.5 Gametes stored under this regulation must be kept in secure conditions where 
access to the stored gametes is limited to those persons participating in the purposes 
stated in paragraph 2.1; 

2.6 Gametes stored under this regulation cannot be supplied except for the purposes 
in paragraph 2.1. They must not be supplied for purposes which involve the creation 
of an embryo in vitro, treatment services, or any activity which, if it was to be 
provided by medical, surgical or obstetric services would be defined as treatment 
services under section 2(1) of the Act. 

2.7 No money or other benefit shall be given or received in respect of any supply of 
gametes except in the same conditions as will apply to gametes which are the subject 
of a licence. (These are to be determined by the HFEA). 



1 May 1991 
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TRANSITIONAL ARRANGEMENTS 



InlrQdactlim 

The main provisions of the Human Fertilisation and Embryology Act 1990 are expected to 
come into force on 1 August 1991. At the same time the Human Fertilisation and 
Embryology Authority (HFEA) will assume its full powers. The Interim Licensing Authority 
will cease to exist on 31 July. 

It will not be possible for the HFEA to inspect and license all treatment, research and storage 
centres straight away, and the proposals for transitional arrangements described here are 
designed to cover the period between 1 August and the date an HFEA licence application is 
determined. 

If transitional arrangements were not made before 1 August 1991, centres would be in breach 
of the law if they continued to operate without a licence from the HFEA. It is important for 
centres and their clients to ensure continuity of treatment, research, and storage arrangements 
until they are inspected and licensed by the HFEA. 

Subsection (6) of section 49 of the Human Fertilisation and Embryology Act gives the 
Secretary of State for Health the power to make transitional arrangements. It reads as 
follows: 



"An order under this section may make such transitional provision as the 
Secretary of State considers necessary or desirable and, in particular, may 
provide that where activities are carried on under the supervision of a 
particular individual, being activities which are carried on under the 
supervision of that individual at the commencement of sections 3 and 4 of this 
Act, those activities are to be treated, during such period as may be 
specified in or determined in accordance with the order, as authorised by a 
licence (having, in addition to the conditions required by this Act, such 
conditions as may be so specified or determined) under which that individual 
is the person responsible . H 

As this subsection sets out, it is the responsibility of the Secretary of State to determine what 
the transitional arrangements should be, these plans are not subject to Parliamentary 
approval. The proposals below have been drawn up by the Department of Health in 
consultation with the HFEA. 

Proposals 

1 . Who will be permitted to operate? 

1*1 It is proposed that all treatment, research, and storage centres which, on 31 July 
1991 are carrying out what will become licensed activities (ie those which after 1 
August will be governed by the Human Fertilisation and Embryology Act) should be 
allowed to continue after 1 August provided they have sent in a licence application 
to the HFEA by that date. 

1.2 The only exception to this proposal will apply to research projects which are not 
licensed by the ILA on 31 July. They will not be allowed to continue to operate from 
1 August until their licence application has been considered and granted by the 
HFEA. 
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2. What will centres be allowed to do? 



2.1 Centres will be allowed to continue to offer the services and carry out the 
activities which they carried out before 1 August 1991, provided they are activities 
for which licences may be granted, as set out in Schedule 2 to the Act. (Copy at 
Annex A). 

2.2 They should not start to offer any other service which would mean that a new 
licence would be required. For example, a centre carrying out donor insemination 
(DI) will be able to continue to do so, but would not be able to start an in-vitro 
fertilisation (IVF) service without having a new licence application approved by the 
HFEA. Similarly, an existing IVF centre will be able to continue to carry out IVF, 
but would not be able to begin a new embryo research project without applying for 
a full research licence and having that application approved by the HFEA. 

3. What conditions will apply? 

3.1 Any centre continuing to operate after 1 August under the transitional provisions 
will be able to do so provided they comply with the statutory licence conditions set 
out in sections 12 to 15 and Schedule 2 to the Act. (Copy of sections 12 to 15 are at 
Annex B below). 

4. For how long will the transitional arrangements apply? 

4.1 The transitional period for each centre will cease after one year, or when the 
centre’s licence application is determined by the HFEA, whichever is the sooner. 

5. What will happen to gametes and embryos which are already in store on 1 August? 

5.1 The statutory storage period for gametes and embryos which are already in store 
will start to be reckoned from 1 August 1991. Any storage period prior to this date 
will be discounted for these purposes. The actual statutory storage period win be that 
specified in any licence subsequently granted by the HFEA, up to the maximum 
specified in the Act, but no gametes or embryos may be stored for longer than has 
been specified by the donor(s). 

Special extensions to the statutory maximum storage period for gametes as set out in 
proposals for regulations under section 14(5) of the Act (and contained in a separate 
consultation paper) will apply for transitional purposes to gametes stored in these 
specified circumstances. 

5.2 Gametes and embryos so stored can be used for treatment services if effective 
consent as set out in schedule 3 to the Act (copy at Annex C), or the equivalent of 
effective consent (in line with the relevant provisions of Schedule 3 in each individual 
case) if this was given prior to 1 August, has been obtained. If existing consents are 
insufficient, centres may approach patients and donors to seek new consents in line 
with schedule 3. 
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5.3 Centres must comply with any directions requiring information to be provided 
to the HFEA about gametes or embryos in store on 1 August, or about their 
subsequent use. 

5.4 Gametes and embryos already stored can be used for research if effective consent 

as set out in Schedule 3 is obtained, or if there is existing consent to their use for this 
purpose. 

5.5 Gametes and embryos stored under transitional arrangements should be allowed 
to perish at the expiry of the storage period set out in 5.1 above. 

5.6 Where a licence application is not granted by the HFEA, centres will be required 
to transfer stored gametes and/or embryos in line with directions which will be issued 
by the HFEA under section 24(7). 



Department of Health 
May 1991 
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ANN ISA A 



Licences for treatment 

1—0) A licence under (hit paragraph may authorise any of the following in 
the course of providing treaiment services- 

(a) bringing about the creation of embryos in vitro. 

(b) keeping embryos. 

(c) using gametes, 



W ^*2^^***”^ ttcure that embryos are in a suitable condition to 
** P»«d in a woman or to determine whether embryos are suitable for 
that purpose, 



(e) placing any embryo in a woman, 

(0 maing sperm with the egg of a hamster, 
mtmkm, for the purpose of testing the 

y em * but only where anything which forms is destroyed when the test 
is complete and, tn any event, not later than the two cell stage, and 

<*> as maty be specified tn« oceieterxiuoed in akocortlucm 



or other animal apedfied in 
fertility or normality of the 



* s *** V*®^**®** °f this Act, a Ikmm under this paragraph may 

be granted *ufc§®ct to such cosdttions as may be specified in the tSomce and mm 
.« v«fa, jh« performance of M y of the nctiviUeTX^.7^^^ 
(!) above in such manner as may be so specified. 

(3) A Kcence under this pan^raph cannot authorise any activity it 
appears to the Authority to be necessary or desirable for the mirpote of 
providing treatment services. 

(4) A licence wtim this paragraph cannot authorise altering the genetic 

structure of any cell while it forms part of an embryo. ^ ^ 




Licences foe storage 




Licences for research 

3. (1) A licence under this paragraph may authorise any of the following— 

(a) bringing about the creation of embryos in vitro , and 

(b) keeping or using embryos, 

for the purposes of a project of research specified in the licence. 

(2) A licence under this paragraph cannot authorise any activity unless it 
appears to the Authority to be necessary or desirable for the purpose of— 

(a) promoting advances in the treatment of infertility, 

(b) increasing knowledge about the causes of congenital disease, 

(c) increasing knowledge about the causes of miscarriages, 

(d) developing more effective techniques of contraception, or 

(e) developing methods for detecting the presence of gene or chromosome 

abnormalities in embryos before implantation, 

or for such other purposes as may be specified in regulations. 



Sot 2 
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36 



Human Fertilisation and Embryology Act 1990 



Sch. 2 



c. 37 



(3) Purposes may only be so specified with a view to the authorisation of 

projects of research which increase knowledge about the creation and 
development of embryos, or about disease, or enable such knowledge to be 
applied. • 

(4) A licence under this paragraph cannot authorise altering the genetic 
structure of any cell while it forms part of an embryo, except in such 
circumstances (if any) as may be specified in or determined in pursuance of 
regulations. 

(5) A licence under this paragraph may authorise mixing sperm with the egg 
of a hamster, or other animal specified in directions, for the purpose of 
developing more effective techniques for determining the fertility or normality of 
sperm, but only where anything which forms is destroyed when the research is 
complete and, in any event, not later than the two cell stage. 

(6) No licence under this paragraph shall be granted unless the Authority is 
satisfied that any proposed use of embryos is necessary for the purposes of the 
research. 

(7) Subject to the provisions of this Act, a licence under this paragraph may 
be granted subject to such conditions as may be specified in the licence. 

(8) A licence under this paragraph may authorise the performance of any of 
the activities referred to in sub-paragraph (1) or (5) above in such manner as may 
be so specified. 

(9) A licence under this paragraph shall be granted for such period not 
exceeding three years as may be specified in the licence. 



General 

4. — ( 1 ) A licence under this Schedule can only authorise activities to be carried 
on on premises specified in the licence and under the supervision of an individual 
designated in the licence. 



(2) A licence cannot — 

(a) authorise activities falling within both paragraph 1 and paragraph 3 
above, 

(b) apply to more than one project of research, 

(c) authorise activities to be carried on under the supervision of more than 

one individual, or 

(d) apply to premises in different places. 



0 
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ANNEX 0 



General 

conditions. 



Conditions of 
licences for 
treatment 



c. 37 Human Fertilisation and Embryology Act 1990 



(2) Paragraph 4 of that Schedule has effect in the case of all licences. 



Licence conditions 

12. The following shall be conditions of every licence granted under this 

(a) that the activities authorised by the licence shall be carried on 
only on the premises to which the licence relates and under the 
supervision of the person responsible, 

(b) that any member or employee of the Authority, on production, 

if so required, of a document identifying the person as such, 
shall at all reasonable times be permitted to enter those premises 
and inspect them (which includes inspecting any equipment or 
records and observing any activity), ^ P 

(c) that the provisions of Schedule 3 to this Act shall be complied 
with, 

(d) that proper records shall be maintained in such form as the 
Authority may specify in directions, 

(e) that no money or other benefit shall be given or received in 
respect of any supply of gametes or embryos unless authorised 
by directions, 

(0 that, where gametes or embryos are supplied to a person to whom 
another licence applies, that person shall also be provided with 
such information as the Authority may specify in directions 
and 

(g) that the Authority shall be provided, in such form and at such 
intervals as it may specify in directions, with such copies of or 
extracts from the records, or such other information, as the 
directions may specify. 



!3. — (1) The following shall be conditions of every licence under 
paragraph 1 of Schedule 2 to this Act. 1 

(2) Such information shall be recorded as the Authority may specify in 
directions about the following — 

( a ) the persons for whom services are provided in pursuance of the 
licence, 

(b) the services provided for them, 

(c) the persons whose gametes are kept or used for the purposes of 

services provided in pursuance of the licence or whose gametes 
have been used in bringing about the creation of embryos so 
kept or used, 

(d) any child appearing to the person responsible to have been bom 
as a result of treatment in pursuance of the licence, 

(e) any mixing of egg and sperm and any taking of an embryo from 

a woman or other acquisition ol an embrso. and 

(0 such other matters as the .Authority may specify in directions. 

(3) The records maintained in pursuance of the licence shall include 
anv information recorded in pursuance of subsection (2) above and any 
consent of a person whose consent is required under Schedule 3 to this 
Act. 
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Human Fertilisation and Embryology Act 1990 



c. 37 



7 



(4) No information shall be removed from any records maintained in 
pursuance of the licence before the expiry of such period as may be 
specified in directions for records of the class in question. 

(5) A woman shall not be provided with treatment services unless 
account has been taken of the welfare of any child who may be bom as a 
result of the treatment (including the need of that child for a father)* and 
of any other child who may be affected by the birth. 

(6) A woman shall not be provided with any treatment services 
involving— 

(a) the use of any gametes of any person* if that person’s consent is 
required under paragraph 5 of Schedule 3 to this Act for the use 
in question, 

(b) the use of any embryo the creation of which was brought about 
in vitro , or 

(c) the use of any embryo taken from a woman, if the consent of the 
woman from whom it was taken is required under paragraph 7 
of that Schedule for the use in question, 

unless the woman being treated and, where she is being treated together 
with a man, the man have been given a suitable opportunity to receive 
proper counselling about the implications of taking the proposed steps, 
and have been provided with such relevant information as is proper. 

(7) Suitable procedures shall be maintained — 

(a) for determining the persons providing gametes or from whom 
embryos are taken for use in pursuance of the licence, and 

(b) for the purpose of securing that consideration is given to the use 
of practices not requiring the authority of a licence as well as 
those requiring such authority. 



14. — (1) The following shall be conditions of every licence authorising 
the storage of gametes or embryos — 

(a) that gametes of a person or an embryo taken from a woman shall 
be placed in storage only if received from that person or woman 
or acquired from a person to whom a licence applies and that an 
embryo the creation of which has been brought about in vitro 
otherwise than in pursuance of that licence shall be placed in 
storage only if acquired from a person to whom a licence 
applies, 

(b) that gametes or embryos which are or have been stored shall not 
be supplied to a person otherwise than in the course of 
providing treatment services unless that person is a person to 
whom a licence applies, 

(c) that no gametes or embryos shall be kept in storage for longer 

than the statutory storage period and, if stored at the end of the 
period, shall be allowed to perish, and 

id) that such information as the Authority may specify in directions 
as to the persons v, hose consent is required under Schedule 3 to 
this Act, the terms of their consent and the circumstances of the 
storage and as to such other matters as the Authority may 
specif) in directions shall be included in the records maintained 
in pursuance of the licence. 



Conditions of 
storage licences. 
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^ f 40 ■ n ^ rm *tion shall be removed from toy records maintained in 
piirsiwMe of such a licence before the expiry of such period as mav be 
specified in directions for records of the class in question, ^ 

! ? statutory storage period in respect of gametes is such neriod 
not exceeding ten years as the licence may specify. ** 

ni 4 lSdi« Ut a ’ t0ry stora « c L P criod in «*P®* of embryos is such period 
aot exceeding five years as the licence may specify. ** 

( ) Regulations may provide that subsection (3) or (4) above shah have 
££u«uu£l 0r *" or, u the case may U, fl^ye^th^ 



(a) such shorter period, or 

W Ton'?rS! UOCeS “ ” ay «" in *• "•"Mom, such 

as may be specified in the regulations. 



Conditions of 
research licences. 



il— (i) The following shall be conditions of every licence under 
paragraph 3 of Schedule 2 to this Act. X li “ cr 

(2) The records maintained in pursuance of the licence shall include 
such information as the Authority may specify in directions about such 
matters as the Authority may so specify. 3 abo 1 su ^ 

t3) No information shall be removed from any records maintained in 
pursuance of the licence before the expiry of such pericS « ^ £ 
specified in directions for records of the class in question. 

(4) No embryo appropriated for the purposes of any project of 
reaarch shall be kept or used otherwise than fortbe purpoLofK 



0 
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36 c. 37 Human Fertilisation and Embryology Act 1990 



Sch. 2 (3) Purposes may only be so specified with a view to the authorisation of 

projects of research which increase knowledge about the creation and 
development of embryos, or about disease, or enable such knowledge to be 
applied. 

(4) A licence under this paragraph cannot authorise altering the genetic 
structure of any cell while it forms part of an embryo, except in such 
circumstances (if any) as may be specified in or determined in pursuance of 
regulations. 

(5) A licence under this paragraph may authorise mixing sperm with the egg 
of a hamster, or other animal specified in directions, for the purpose of 
developing more effective techniques for determining the fertility or normality of 
sperm, but only where anything which forms is destroyed when the research is 
complete and, in any event, not later than the two cell stage. 

(6) No licence under this paragraph shall be granted unless the Authority is 
satisfied that any proposed use of embryos is necessary for the purposes of the 
research. 

(7) Subject to the provisions of this Act, a licence under this paragraph may 
be granted subject to such conditions as may be specified in the licence. 

(8) A licence under this paragraph may authorise the performance of any of 
the activities referred to in sub-paragraph (1) or (5) above in such manner as may 
be so specified. 

(9) A licence under this paragraph shall be granted for such period not 
exceeding three years as may be specified in the licence. 

General 

4. — ( 1 ) A licence under this Schedule can only authorise activities to be carried 
on on premises specified in the licence and under the supervision of an individual 
designated in the licence. 

(2) A licence cannot — 

(a) authorise activities falling within both paragraph 1 and paragraph 3 
above, 

(b) apply to more than one project of research, 

(c) authorise activities to be carried on under the supervision of more than 

one individual, or 

(d) apply to premises in different places. 

Section 12 etc. SCHEDULE 3 

Consents to use of gametes or embryos 
Consent 

1 . A consent under this Schedule must be given in writing and, in this Schedule, 
“effective consent” means a consent under this Schedule which has not been 
withdrawn. 

2. — (1) A consent to the use of any embryo must specify one or more of the 
following purposes— 

(a) use in providing treatment services to the person giving consent, or that 
person and another specified person together. 

(b) use in providing treatment services to persons not including the person 
giving consent, or 

(c) use for the purposes of an> project of research. 

and may specify conditions subject to which the embryo may be so used. 
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(2) A 
(a) 



consent to the storage of any gametes or any embryo must 



specify the maximum period of storage (if less than the statutory storage 
period), and • 



(b) state what is to be done with the gametes or embryo if the person who 
gave the consent dies or is unable because of incapacity to vary the 
terms of the consent or to revoke it, 1 

and may specify conditions subject to which the gametes or embryo may remain 
in storage. J 



(3) A consent under this Schedule must provide for such other matters as the 
Authonty may specify in directions. 

(4) A consent under this Schedule may apply — 

(a) to the use or storage of a particular embryo, or 

(b) in the case of a person providing gametes, to the use or storage of any 

embryo whose creation may be brought about using those gametes, 

and in the paragraph (b) case the terms of the consent may be varied or the 
consent may be withdrawn, in accordance with this Schedule either generally or 
m relation to a particular embryo or particular embryos. 



Sch. 3 



Procedure for giving consent 

3.— (1) Before a person gives consent under this Schedule— 

(a) he must be given a suitable opportunity to receive proper counselling 
about the implications of taking the proposed steps, and 

(b) he must be provided with such relevant information as is proper. 

(2) Before a person gives consent under this Schedule he must be informed of 
the effect of paragraph 4 below. 



Variation and withdrawal of consent 

4.— (! ) The terms of any consent under this Schedule may from time to time 
be vaned, and the consent may be withdrawn, by notice given by the person who 

gave the consent to the person keeping the gametes or embryo to which the 
consent is relevant. 

(2) The terms of any consent to the use of any embryo cannot be varied and 
such consent cannot be withdrawn, once the embryo has been used— 

(a) in providing treatment services, or 

(b) for the purposes of any project of research. 



Use of gametes for treatment of others 

5 -— (1) ^ P^fson s gametes must not be used for the purposes of treatment 
servjces unless there is an effective consent by that person to their being so used 
and they are used in accordance with the terms of the consent. 

(2) A person’s gametes must not be received for use for those purposes unless 
there is an effective consent by that person to their being so used. 

(3) This paragraph does not apply to the use of a person's gametes for the 

purpose of that person, or that person and another toeether. receiving treatment 
services. 



* 



In \irro fertilisation ami subsequent use of embryo 

^ ( ^ ^ P crM - !n s gametes must not be used to bring about the creation of any 

embryo in utrn unless there is an effective consent by That person to any embryo 
tne creation of which may be brought about with the use of those gametes being 
used for one or more of the purposes mentioned in paragraph 2( 1 ) above. 
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Sch. 3 (2) An embryo the creation of which was brought ibout in vitro must not be 

reodv&i by any perion unless there is an effective consent by each person whose 
gametes were used to bring about the creation of the embryo to the use for one 
or more of the purposes mentioned in paragraph 2(1) above of the embryo. 

(3) An embryo the creation of whigh was brought about in vitro must not be 
used for any purpose unless there is an effective consent by each person whose 
gametes were used to bring about the creation of the embryo to the use for that 
purpose of the embryo and the embryo is used in accordance with those consents, 

(4) Any consent required by this paragraph is in addition to any consent thru 
may be required by paragraph 5 above. 



Embryos obtained by lavage, etc. 

7, — (1) An embryo taken from & woman must not be used for any purpose 
unless there is an effective consent by her to the use of the embryo for that 
purpose and it is used in accordance with the consent. 

(2) An embryo taken from a woman must not be received by any person for 
use for any purpose: unhss there is an effective consent by her to the use of the 
embryo for that purpose. 

(3) This paragraph does not apply to the use, for the purpose of providing a 
woman with treatment servioes,af aa embryo taken from her. 

Storage of gametes md embryos 

8. — (1) A person’s gametes must not be kept in storage unless there is an 
effective consent by that person to their storage and they are stored in accordance 
with the consent. 

(2) Ahembryo the creation of which was brought about# ; rite mmt not be 
kept in storage unless there is an effective consent, by each-pcrsoii wnobt game t'es 
were used to bring about the creation of the embryo, to the storage of the embryo 

"and the embryo is stored in accordance with those consents. 

(3) An embryo taken from a woman must not be kept in storage unless there 
is an effective consent by her to its storage and it is stored in accordance with the 
consent. \ ; 
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